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1. I, Morris Waxier, am a specialist in Food & Drug Administration 
regulatory affairs at the law firm of LaFoUette, Godfrey &. Kahn. 

2. As a Branch Chief at the Center for Devices and Radiological Health of 
the Food & Drug Administration for 26 years, I am knowledgeable about Food & Drug 
Administration requirements for the manufacture and marketing of approved medical 
devices and diagnostic kits. 

3. Instructions for the use of an in vitro genetic diagnostic kit bear a critical 
functional relationship to other components of the kit. 

4. The function of an in vitro genetic diagnostic kit depends on the 
instructions to be approved by the Food &Drug Administration; without instructions the 
in vitro genetic diagnostic kit is not considered to be fimctional by the Food & Drug 
Administration. 

5. Therefore an in vitro genetic diagnostic kit does not, and cannot, function 
equally effectively with or without instructions. 
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6. The fiinctional relationship between an in vitro genetic diagnostic kit and 
its operation is critical such that component instructions must undergo rigorous Food & 
Drug Administration scrutiny before the kit may be manufactured or marketed in order to 
assure its safety, efficacy and reliability. 

7. Without Food & Drug Administration approved instructions for its 
operation an in vitro genetic diagnostic kit cannot be manufactured or marketed. 



The undersigned declares further that all statements made herein of his own 
knowledge are true and that all statements made on information and belief are believed to 
be true; and further that these statements were made with the knowledge that willful false 
statements and the like so made are punishable by fine or imprisonment, or both, under 
§ 1001 of Title 18 of the United States Code, and that such willful false statements may 
jeopardize the validity of the application or any patent issuing therefirom. 




Morris Waxier, Ph.D. 
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